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REMARKS 

Interview Snmmar-y Prrnrrl 

Applicants' representative gratefullv 

gratefully appreciates the 
consideration glven by ^ ^ ^ 

*~ Barts during the lmeK ^ ^ ^ ^ 

F»- a procedure point of yleWf a9reement wm reachfid ^ 

th a t any snbse gu ent of£ice action „ in fce a 

Office Action. This -i c k~ 

IUS ls because Apnlicam-c.' 

^PPJ-icants representative 
addressed all outstanding issues in ^ n , ■ 

9 issues m the Preliminary Remarks filed 

LT t 15, 2001 - H ~- the — s - • 

Office Action. Th e Arguments of 

Presented during the M ■ ^P 1 ™' representative 

mg the interview have been incorporated into the 
remarks hereinbelow. 



America n Inventors p^. ^m^ 

The Examiner indicates that the changes ma de to 35 u s c 
102(e, by th6 aipa do not apply ^ examiMtion ^ — 

application. The nrp^nf- n ■ 

present application was f iled as a Rule 53 (b) 

application on Ju „e IS, 2 „ 01 . This appllcatiQn _ 
^ «• -us, m does _ to ^ 
requested. 
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Rejection of Cla ims 1-26 Under 35 n c; P , no , » „. , 

Mausner or Taylor-McC ord 02 (e) ° Ver Elther 

Claims 1-26 have been rejected by the Examiner as being 
anticipated under 35 u.S.C. 102(e) by either U.S. Patent 5,215,759 
to Mausner or U.S. Patent 5,266,318 to Taylor-McCord for the 
reasons set forth on page 2 of the Office Action. This rejection 
is respectfully traversed. Reconsideration and withdrawal thereof 
are requested. 

Any rejection of claims 1-26 as being anticipated under 35 
U.S.C. 102(e) by either U.S. Patent 5,215,759 filed on October 1, 
1991, to Mausner or U.S. Patent 5,266,318 filed on December 9, 
1991, to Taylor-McCord should be removed in view of the Rule 131 
Declarations filed in the parent application. 

The Examiner's attention is again directed to the Rule 131 
Declaration executed on December 29, 1997 by inventor Dr. Karen K. 
Brown. A copy of this Declaration is attached for the Examiner's 
convenience. Paragraph 8 on page 3 of the Declaration clearly 
states that the tests were conducted prior to December 9, 1991, 
which is the date that the Taylor-McCord et al . publication was 
filed, and prior to October 1, 1991, which is the date that 
Mausner was filed. Accordingly, it is readily apparent that 
neither reference cited by the Examiner is prior art under 35 
U.S.C. 102 (e) . 

As pointed out during the interview, these Declarations were 
readily available to the Examiner but they have not been 
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considered with resDect t-o n,^ 

respect to this rejection. As such, any 

subsequent Office Action, should be non-final. 

Accordingly, in view of ^ Declarations Qf 
reconsideration and withdrawal of the rejection of Claims l- 26 as 
being anticipated under 35 U.S.C. 102(e) are requested. 

^^^-^ 

Claims 1-26 have been rejected by the Examiner as being 
anticipated under 35 U.S.C. !02 (e) by U.S. Patent 4,900,550 to 
Lowry for the reasons set forth on page 3 of the Office Action 
Th 1S rejection is respectfully traversed. Reconsideration and 
withdrawal thereof are requested. 

The rejection of claims l -oe. u • 

claims 1 26 as being anticipated under 35 

U.S.C. 102(e) by U.S. Patent 4 onn ten «- T 

t-auent 4,900,550 to Lowry is overcome in 

view of the amendments of record. 

Applicant's representative maintains that with respect to the 
-wry reference, there is no anticipation or prlma facie case of 
obviousness since the ingredients in the Lowry reference are not 
Present in a pharmaceutical^ effective amount. Applicants- 
Position is supported by the testing of record which show that 
even higher amounts of the ingredients described in the 

composition of the Lowry reference Ho 

y rererence do not produce the claimed 

pharmaceutical effect. As a r P a„H ■ 

As a result, it is readily apparent that 

the lower amounts of the ingredients of f ha T 

yreaients of the Lowry reference would 
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also not contain pharmaceutical ly effective amounts of the active 
ingredient and effective amounts of the essential oil in order to 
obtain the claimed method of use of the pharmaceutical 
composition. 

The Lowry reference does not anticipate or suggest the 
present invention because the active ingredient is not present in 
a pharmaceutically effective amount. The Lowry reference does 
not anticipate or suggest the present invention since it 
discloses an amount of essential oil which is not sufficient to 
allow penetration of the dermis of mammals by the complex 
carbohydrate . 

The description in column 4, line 13 of the Lowry reference ' 
discloses that hyaluronic acid is present in an amount of 0.09- 
0.11 wt.%. The description in column 6, line 17 of Lowry et al . 
discloses that hyaluronic acid is present in an amount of 0.05- 1 
O.10 wt.%. The amount of hyaluronic acid disclosed in the Lowry 
reference is not a pharmaceutically effective amount when 
combined in the low amounts of essential oil disclosed in Lowry. 
In order to support Applicant's position, the attached 
Declaration under 37 C.F.R. 1.132 again is provided. This 
Declaration shows that when hyaluronic acid is used at a 
concentration below 0.3 wt.% when combined with 2% vol/vol tea 
tree oil, the composition will not have pain relieving effect.^ 
Thus, the lower amounts of hyaluronic acid and essential oil of 
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the Lowry reference would be pharmaceutically ineffective and 
thus not fall within the scope of the present invention. 

In column 3, line 8 of the Lowry reference, jojoba oil is 
said to be present in an amount of 0.18-0.22 wt . % . In column 3, 
line 67 of the Lowry reference, sweet almond oil is said to be 
present in an amount of 0.09-0.11 wt.%. In column 6, line 8, 
jojoba oil is said to be present in an amount of 0.1-0.03 wt.%. 
Therefore, the composition of the Lowry reference cannot be said 
to anticipate the claimed invention, because it does not disclose 
or suggest effective amounts of the claimed ingredients for the 
claimed function (s) . 

In summary, the Lowry composition contains hyaluronic acid 
below 0.3 wt.% and essential oil below 2% vol/vol. Therefore, 
the Lowry compositions are not inherently pharmaceutically 
effective. Thus, the Lowry reference does not anticipate or 
suggest the present invention. ^ 

In view of the remarks hereinabove, all outstanding 
rejections including the rejection of the claims over the Lowry 
reference, have been overcome. Allowance of all claims is 
respectfully requested. 

If the Examiner has any questions concerning this 
application, he is requested to contact the undersigned at (703) 
205-8000 in the Washington, D.C. area. 

Pursuant to 37 C.F.R. §§ 1.17 and 1.136(a), Applicant (s) 

6 




Application No. 09/880,907 



respectfully petition (s) for a two month extension of time for 
filing a reply in connection with the present application, and 
the required fee of $200.00 is attached hereto. 

If necessary, the Commissioner is hereby authorized in this, 
concurrent, and future replies, to charge payment or credit any 
overpayment to Deposit Account No. 02-2448 for any additional fees 
required under 37 C.F.R. § 1.16 or under 37 C.F.R. § 1.17/ 
particularly, extension of time fees. 



Respectfully submitted, 



BIRCH, STEWART, KOLASCH & BIRCH, LLP 




Marc S. Weiner 
Reg. No. 32,181 



Post Office Box 747 

Falls Church, VA 22040-0747 

(703) 205-8000 



MSW/sh 
2059-0106P 
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VERSION WTTK MAPFTMPn T0 SHOW mmt , ^ 

jN_TH E SPECIFICATION 

The paragraph beginninq on naa P i i ■ 

a mg on page 1, l lne 4 and ending on line 

10, has been amended as follows: 

This appiication is . contlnuation of cQpendin9 AppliMtion 

A °' ° V277 ' 602 ' £iled OT M " Ch ^L^™^ 

Applic ation NO Oft/941 con • n n 

7^ ^^^llS^Z^^, the entire content, 

of wh ic h are hereby incorporated by reference and f or which 
priority is claimed under 35 U.S. c. § 120 . 
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Applicant : 
Serial No. : 
Filed: 
For: 



Honorable Commissioner of Patents 

and Trademarks 
Washington, D.C. 20231 

Sir: 

I, Dr. Karen K. Brown, worked under the direction and control 
of the inventor, Dr. Harold Brown, and I declare as follows: 

I am familiar with the prosecution history of U.S. Serial No. 
08/241,692 filed May 12, 1994, including the Office Actions mailed 
August 8, 1997 and April 18, 1997. I am familiar with US Patent 
5,266,318 to Taylor-McCord and US Patent fc '5,215,759 to Mausner 
cited by the Examiner in said Office Action (s). I will show that 
the present invention was reduced to practice prior to the 
publication" date of the Taylor-McCord and Mausner patents. 

1. F il ina Dates of the Taylor-McCord and Mausner Patents 
The filing date of the Taylor-McCord patent is December 9, 
1991. The filing date of the Mausner patent is October 1, 1991. 




IN THE U.S. PATENT AND TRADEMARK OFFICE 



PATENT 
2059-101P 



Harold BROWN $ i ?002. 

0./ M l.«2 Group: 121! g^l^ 

May 12, 1994 Examiner: H. Lee ItW^ 



A PHARMACEUTICAL COMPOSITION OF COMPLEX 
CARBOHYDRATES AND ESSENTIAL OILS AND METHODS OF 
USING THE SAME 



DECLARATION UNDER 37 CFR 1.131 



Serial No. 08/241,692 

2 . The Claimed Invention 

The composition of the claims of the invention comprises two 
components. The first component is an active ingredient of at 
least one low purity or cosmetic grade complex carbohydrate 
selected from the group consisting of polysaccharides, 
oligosaccharides , glycosaminoglycans , mannans , branched 
polysaccharides and sialylated oligosaccharides, having a 
molecular weight in the range of from 1,000 to less than 50,000 
daltons, from 100,000 to 500,000 daltons, or greater than 750,000 
daltons which is present in a pharmacologically effective amount. 

The second component is an essential oil present in an amount 
effective to allow penetration of the dermis of mammals by the 
complex carbohydrate . 

3 . Section A from the Notebook of Dr. Karen Brown 

Section A recites the use of a composition of 1% hyaluronic 
acid, 1% chondroitin sulfate [i.e. both ingredients within the 
scope of invention as active ingredients] , 2% peppermint oil 
[essential oil], on the acne of Patient 1. 

4 . Section B from the Notebook of Dr. Karen Brown 
Section B recites the use of a composition of 1% Dermatan 

sulfate with 2% wintergreen oil on the rug burns of Patient 2. 
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5 . Section C from the Notebook of Dr. Karen Brown 
Section C recites the use of a composition of 1% high 

molecular weight cosmetic grade hyaluronic acid plus 1% 
chondroitin sulfate with 2% Rosemary oil for the heat -burn of 
Patient 3 . 

6. Section D from the Notebo ok of Dr. Karen Brown 
Section D recites the use of a composition of 98% Aloe Vera 

extract with 1% Tea Tree Oil on the rug burns of Patient 4. 

7. Section E from the Notebook of Dr. Karen Brown 
Section E shows that the formulations discussed above worked 

effectively. 

8. Tests occurred prior to Taylor-McCord (12/9/91) and 

Mgiugpsr (101/91) 

These tests occurred prior to December 9, 1991, which is the 
date that the Taylor-McCord et al. publication was filed, and 
prior to October 1, 1991, which is the date that Mausner was 
filed. 

I hereby declare that all statements made herein of my own 
knowledge are true and that all statements made on information and 
belief are believed to be true; and further that these statements 
and the like so made are punishable by fine or imprisonment, or 
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both, under Section 1001 of Title i ft «f *>, „ • 

or Title 18 of the United states Code and 
that such willful fal^ e<- = «-~ 

false statements may jeopardize the validity of 

the application or any patent issued thereon. 




DrX Karen K. Brown 
Enclosures: Pages S5 -73 of Laboratory Notebook 
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IN THE U.S. PATENT AND TRADEMARK OFFICE 
Applicant: Harold Brown 

Serial No. 08/241,692 Group: 1211 

Filed: May 12, 1994 Examiner: BL Lee 

For: A PHARMACEUTICAL COMPOSITION OF COMPLEX CARBOHYDRATES 

AND ESSENTIAL OILS AND MEHODS OF USING THE SAME 

DECLARATION UNDER 37 CFR 1.132 

Honorable Commissioner of Patents 

and Trademarks 
Washington D.C 20231 

Sir: 

I, Dr. Karen K. Brown, worked under the direction and control of the inventor, Dr. 

Harold Brown, and I declare as follows: 

I am familiar with U. S. Patent 4,900,550 to Lowry cited by the Examiner as teaching the 
composition of the immediate invention. I will show that the composition of Lowry is not effective 
for use in the immediate invention as the concentration of the complex carbohydrate(s) taught by 
Lowry are too low to be used to relieve pain, inflammation, itching and swelling. 

1. Compositions described bv Lowry 

Lowry teaches a Softener Component containing numerous ingredients, one of which is Aloe 
Concentrate (8.75-10.50 weight percent). 

The Cell Penetrating Component also contains numerous ingredients, one of which is 
Hyaluronic Acid (0.09-0. 1 1 weight percent), another of which is hydrolyzed mucopolysaccharides 
(0.09-0, 1 1 weight percent). Additionally, this composition includes Aloe Concentrate (50,00-62.00 
weight percent) . 



Serial No. 08/241,692 

2. The Claimed Invention 

The composition of the claims of the invention comprises two 
components. The first component is an active ingredient of at 
least one low purity or cosmetic grade complex carbohydrate 
selected from the group consisting of polysaccharides, 
oligosaccharides , glycosaminoglycans , mannans , branched 
polysaccharides and sialylated oligosaccharides, having a 
molecular weight in the range of from 1,000 to less than 50,000 
daltons, from 100,000 to 500,000 daltons, or greater than 750,000 
daltons which is present in a pharmacologically effective amount. 

The second component is an essential oil present in an amount 
effective to allow penetration of the dermis of mammals by the 
complex carbohydrate. 

3 . Section A from the Notebook of Dr. Karen Brown 
Section A recites the use of a ' composition of 1% hyaluronic 
acid, 1% chondroitin sulfate [i.e. both ingredients within the 
scope of invention as active ingredients] , 2% peppermint oil 
[essential oil], on the acne of Patient 1. 

4. Section B from the Notebook of Dr. Karen Brown 
Section B recites the use of a composition of 1% Dermatan 
sulfate with 2% wintergreen oil on the rug burns of Patient 2. 
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The Norishment and Protectant Component of the Lowry patent contains Hyaluronic Acid 
(0.05-0.10 weight percent) plus hydrolyzed mucopolysaccharides (0.9-0.11 weight percent). 
Additionally this component contains 50% Aloe Vera Solution (57-60 weight percent). 

The Examiner has cited the compositions of Lowry as teaching the immediate invention. 

2. The Claimed Invention 

The composition of the claims of the invention comprises two components. The first 
component is an active ingredient of at least one low purity or cosmetic grade complex carbohydrate 
selected from the group consisting of polysaccharides, oligosaccharides, glycosaminoglycans, 
mannans, branched polysaccharides and sialylated oligosaccharides, having a molecular weight in the 
range of from 1,000 to less than 50.000 daltons, from 100,000 to 500,000 daltons, or greater than 
750,000 daltons which is present in a pharmacologically effective amount. The second component 
is an essential oil present in an amount effective to allow penetration of the dermis of mammals by 
the complex carbohydrate. 

3. Section F from the Notebook of Dr. Karen Brown 

Section F recites several preparations which contain from 0. 10 to 1.0 Wt. % Hyaluronic Acid 
combined with 2% vol/vol Tea Tree Oil 

4. Section G from the Notebook of Dr. Karen Brown 

Section G shows that there was no pain-relieving effect from the preparations containing less 
than 0.3 Wt. % Hyaluronic Acid combined with 2% vol/vol Tea Tree Oil. At 0.3 Wt % the 
Hyaluronic Acid was effective in relieving the pain and swelling of a bruise. 

5. Section H from the Notebook of Dr. Karen Brown 

Section H indicates that Hyaluronic acid used at a concentration below 0.3 Wt. % combined 
with 2% vol/vol Tea Tree Oil was not effective in relieving the pain of a shin splint. 



6. S<?ction I from the Notebook; of Pr, Karen Brown 

Section I indicates that Hyaluronic acid used at a concentration below 0.3 Wt. % combined 
with 2% vol/vol Tea Tree Oil was not effective in relieving the pain caused by chronic 
chondromalacia of the knees. 

7. Section J from the Notebook of Dr Karen Brown 

Section J indicates that Hyaluronic acid used at a concentration below 0.3 Wt, % combined 
with 2% vol/vol Tea Tree Oil was not effective in relieving the pain and swelling associated with 
rhematoid arthritis. 

8. Section K from the Notebook of Dr. Karen Brown 

Section K indicates that Hyaluronic acid used at a concentration below 0.3 Wt. % combined 
with 2% vol/vol Tea Tree Oil was not effective in relieving the itching associated with poison ivy. 

9. Conclusion of the tests described in the Notebook of Dr. Karen Brown 

When hyaluronic acid is used at a concentration below 0.3 wt.% when combined with 2%* 
vol/vol tea tree oil, the composition will not have pain relieving effect. Thus, the lower amounts of 
hyaluronic acid and esential oil of the Lowry reference would be expected to be ineffective and thus 
not fall within the scope of the present invention. That is the Lowry compositions are not inherently 
pharmacologically effective. 



I hereby declare that all statements made herein of my own knowledge are true and that all 
statements made on information and belief are believed to be true; and further that these statements 
and the like so made are punishable by fine or imprisonment, or both, under Section 1001 of Title 18 
of the United State Code and that such willful false statements may jeopardize the validity of the 
application or any patent issued thereon. 
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